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DETAILED ACTION 

1 . This Office Action is responsive to the amendment filed 8/9/2006. Amendments to the 
specification overcome the previous specification and some of the previous drawing objections. 
Claims 1-22 are cancelled. Claims 23-42 are new and pending. 

Drawings 

2. The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore the urine indicator means of Claims 
36-38, and the flow indicator means and time duration indicator means embodied as separate 
measuring devices between the two foil sheets of Claims 31 and 42 respectively must be clearly 
shown or the feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
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be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Objections 

3. Claim 37 is objected to for using the phrase "in particular" which renders said claim 
indefinite because it is not clear whether the instant case is claimed or not. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

5. Claims 31 and 42 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In the instant case, both claims refer to means comprising a 
separate measuring device enclosed between the two foil sheets. After reading p.4 line 7-10 and 
p. 10 line 20-22 of the specification, it is still unclear how the above-mentioned means are formed 
separate from the foil sheets. It is also noted that the particulars of said claims have not been 
clearly shown in the submitted drawings, as objected to above. 

Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

7. Claims 23 is rejected under 35 U.S.C. 102(e) as being anticipated by Suydam (US Pub 
No. 20020193762). Suydam discloses a urological instrument for assessing a urine flow 
comprising a receiving member (34) for the urine flow and comprising flow indicator means (30) 
capable of assessing at least a magnitude of the urine flow, in which, at least in a ready to use 
state, the receiving member is in open liquid communication with a urine guide (28) and an inlet 
of the indicator means, all best seen in Figure 2, characterized in that the instrument is embodied 
as a disposable article which is formed substantially from flexible material (i.e. plastic), in that 
the instrument is in a folded position in a storage state (1J0030), components of the instrument 
lying at least substantially folded onto each other, best seen in Figure 6, in that the instrument is 
in a straightened position in the ready to use state, as shown in Figure 2, said components of the 
instrument lying at least substantially in line with each other, in that the receiving member (24) 
has a relatively compact storage state and an expanded ready to use state (TJ003 1, 0040), in that 
the receiving member is designed and adapted to be brought manually from its storage state to its 
ready to use state, and that the receiving member is open on at least one side and comprises a 
cavity for receiving the urine flow therein, at least in its ready to use state, as best seen in Figure 
2. 

Claim Rejections -35 USC §103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 24-28 and 39-41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Suydam in view of Dye (US Pat No. 3831446) 

10. In regards to Claim 24, Suydam discloses the invention described above including a 
collection device (26) that at least during use is in open communication with the urine guide (28) 
on an end opposite the receiving member (34), best seen in Figure 2, and the collection device is 
expandable from a relatively compact storage state to an expanded position of use. However, 
Suydam does not disclose said collection device provided with a closing member having a 
normally closed position. Dye teaches the inclusion of a closing member, referred to as "valve 
means" (64), normally in the closed position, to allow controlled passage of fluid to an analogous 
collection device (24) (CoL5: 12-15). Therefore, it would have been obvious to one of ordinary 
skill in the art to modify the collection device of Suydam to include a closing member normally 
in the closed position, as taught by Dye, to provide a means for allowing the controlled passage 
of fluid from the collection device. 

11. In regards to Claim 25, Suydam disclose the collecting device (26) is connected to an 
outlet of the flow indicator means (30), best seen in Figure 4. 

12. In regards to Claim 26, Suydam discloses the collecting device (26) comprising a 
collecting bag, best seen in Figure 2. 
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13. In regards to Claim 27, Suydam discloses the invention above but does not disclose the 
collecting device (26) provided with volume indicator means for a urine volume received therein. 
Dye teaches the use of volume indicator means, referred to as "graduated indicia" (74) (Col. 5, 
line 45-47), to provide an effective means of determining total volume of urine collected. 
Therefore, it would have been obvious to one of ordinary skill in the art to modify the invention 
of Suydam to include volume indicator means, as taught by Dye, to improve the device by 
providing an effective means to determine total volume. 

14. In regards to Claim 28, Suydam discloses that in the storage state, at least one of the 
receiving member (34) and the collecting device (26) is capable of coving the urine guide (28) on 
one side of the flow indicator means (30). 

15. In regards to Claim 39-41, Suydam discloses the invention above but does not disclose 
time duration indicator means. Dye teaches the use of time duration indicator means, referred to 
as "indicia" (62) and comprising a reservoir, referred to as "container" (24), which at least during 
use is in open communication via a defined passage opening, referred to as "chamber" (34) 
situated at least close to an inlet of a flow indicator means (38), with the urine flow (Col.4, line 
42-52), wherein said reservoir is provided with volume indicator means, referred to as 
"graduated indicia" (74), for a urine volume received therein (Col. 5, line 43-47), said time 
duration indicator means for determining a time duration of the urine flow (Col.5, line 2-7). 
Therefore, it would have been obvious to one of ordinary skill in the art to modify the invention 
of Suydam to include time duration indicator means with the structure described above, as taught 
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by Dye, to improve the device by including a means for determining a time duration of the urine 
flow. 

16. Claims 29 r 31 and 42 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Suydam in view of McWhorter (US Pat No. 3831453), further in view of Persson (US Pat No. 
3928875). Suydam discloses a urological instrument formed from flexible material, as explained 
above but does not disclose the flexible material comprising two foil sheets hermetically to each 
other on a mutual contact surface, at least partially forming one or more components of said 
device, wherein said components include the receiving member, the urine guide, the flow 
indicator means, and the collecting device. 

17. McWhorter discloses a urological device formed from two flexible plastic sheets closed 
by heat, thus constituting a hermetic seal, forming one or more components of the device, in the 
instant case, a collection bag, referred to as "bag"(Col.l, line 51-61), for more accurate 
measurement of urine output (Col.l, line 22-23). However, McWhorter does not disclose the 
two flexible sheets as foil. Persson discloses a urine collector formed of flexible foil material for 
cheap manufacture and thus, disposability (Col.l, line 9-13). 

1 8. Therefore, it would have been obvious to one of ordinary skill in the art to make the 
urological device of Suydam, using two sheets hermetically forming one or more components of 
said device, as taught by McWhorter, wherein said sheets are foil sheets, as taught by Persson, to 
effectively manufacture an accurate device while keeping costs cheap for economic disposal. As 
integral manufacture of the instrument components (such as the receiving member, urine guide, 
collecting device) is possible, it would then also be obvious to manufacture specific components 
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of said urological device as separate from said foil sheets, for example, flow indicator means or 
time duration indicator means, for reasons such as better precision, as such methods of 
manufacture are obvious in view of McWhorter and known to those skilled in the art. 

19. Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Suydam in view 
of Griffitts (US Pat No. 2856932). Suydam discloses a urological instrument but does not 
disclose said device provided with an irreparable breakable seal. Griffitts discloses a urethral 
catheter and bag maintained in a storage state, wherein the device is opened from a storage state 
to a ready-to-use state by breaking an irreparable breakable seal, referred to as "flag" (36), 
wherein the presence of an unbroken seal is an effective indicator of device sterility, best seen in 
Figures 2, 3, 5 (Col.3, line 56-62, 71-74). Therefore, it would have been obvious to one of 
ordinary skill in the art to incorporate a similar irreparable breakable seal as taught by Griffitts 
into the urological instrument disclosed by Suydam, for holding said instrument in the storage 
state, wherein the breaking of said seal brings the instrument into ready-to-use state, as an 
effective mean to indicate device sterility. 

20. Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over Suydam in view 
of Oxley (US Pat No. 5423792). Suydam discloses a urological instrument but does not disclose 
recording means arranged on an outer side for manual recording of indicator values determined 
with said device. Oxley discloses a fluid collection container having a recording means or 
identification element, in particular, a "writeable area" (42), for manual recording of information 
(Col.6, line 62-66). Therefore, it would have been obvious to one of ordinary skill in the art at 
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the time the invention was made to include a similar recording means as taught by Oxley into the 
urological device of Suydam to provide a means to effectively classify and identify said device. 

21. Claims 34-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over Suydam in 
view of Oxley (US Pat No. 5423792), further in view of Le Veen et al (US Pat No. 4532936). 
Suydam as modified by Oxley discloses a urological instrument with a recording means but do 
not disclose the means as a removable self-adhesive label. LeVeen et al disclose urological data 
printed on self-adherent paper for ease of information transfer (Col. 5, line 8-10) r Therefore, it 
would have been obvious to one of ordinary skill to modify the recording means of Oxley to be a 
self-adhesive label, as taught by LeVeen et al, and incorporate that into the device of Suydam, to 
provide ease of urological information recording and transfer. Similarly, it would have been 
obvious to arrange such label at a position on said urological device such as at the position of a 
flow indicator means while leaving a transparent window for display of information. 

22. Claims 36-38 are rejected under 35 U.S.C. 103(a) as being unpatentable over Suydam in 
view of Hiruta et al (US Pat No. 51 1 1539). Suydam discloses the invention above but does not 
disclose urine indicator means in the form of a flexible carrier, such as paper, used to determine 
at least one component of urine composition, wherein said composition comprises glucose, 
bilirubin, ketones, blood, proteins, urobilinogen, nitrites, leucocytes, and acids. Hiruta et al 
disclose a urological device comprising urine indicator means, referred to as "urine test paper 
piece" (6), placed in a urine path to as an effective method to determine at least one component 
of urine composition such as glucose, urobilinogen, or blood (Col. 6, line 26-37). Therefore, it 
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would have been obvious to one of ordinary skill in the art to improve the urological device of 
Suydam to include a urine indicator means in the form of a paper carrier to determine a desired 
component of urine composition, as taught by Hiruta et al, to provide an effective method of 
obtaining other essential urological data from a urine sample, enabling said urological instrument 
to be more complete and useful. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Helen Nguyen whose telephone number is 571-272-8340. The 
examiner can normally be reached on Monday - Friday, 8 am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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